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: SEQ ID NO 3, beginning with the amino acid residue in any one oi! 
positionH^ 5 and ending with the amino acid residue in any one of *| 
positions 40 to 

of SEQ ID NO 4, beginnmgswith the amino acid residue in any one of! 

i 

positions 1 to 5 and ending with tra^mino acid residue in any one of ( 
positions 40 to 104; and 
of SEQ ID NO 5, beginning with the amino acid i^idue in any one of 

\ j 

positions 1 to 5 and ending with the amino acid residue uK^ny one of j 
positions 40 to 104. 



REMARKS | 

j 

Favorable reconsideration and allowance are respectfully requested. Claims 26-41 
are pending and at issue, ! 

'i 

i 
i 

Objection to the Specification j 

The Examiner objeoted to the specification for failing to provide a statement j 
summarizing the priority information for the instant application. Accordingly, Applicants have 

amended page 1 of the specification to make reference to Application Nos. PCT7EP98/00294 and 

i 

EP 97100883, as suggested by the examiner. i 



Serial No. 09/142,970 



Docket No. 7101/dE616 



-3- 



NOU 19 '01 14:33 



PAGE. 06 



11/19/01 14:14 FAX 



DARBY & DARBY P.C. 



12)007 



I 



Rejection Under 35 U.S.C $ 112, Second Paragraph 

Claims 26-41 were rejected under 35 U.S.C. § 112, second paragraph, as ( 

i 

indefinite. I 

l 

First, the Examiner required that the claims be amended to refer to an "isolatejd M or 

i 

"purified" peptide. In addition, the Examiner rejected the claim because it uses the transitions 
"comprising 11 and "having 11 , thereby encompassing a full-length protein. Accordingly, Applicants 

have amended claim 1 to refer to an "isolated peptide" in the preamble, and the claims now j 

j 

employ "consisting" as the transition, such that the claims do not encompass the full length j 
protein. ; 
Further, the Examiner objected to. the term "homologous" because 



x 



[i]t is unclear what level of homology is shared between the peptide and those 

peptides identified by SEQ ID NO [the] term . . . reads on a fragment winch 

shares one amino acid in common . . . [and the] specification provides insufficient 
guidance as to what level of homology and characteristics define homologous. 
Office Action at 4. ! 




^ Applicants respectfully disagree and direct the Examiner's attention to page 5= 

i 

lines 1-3, of the specification, wherein the following definition of homologous is provided: ,1 [t]he 

term liomologous', as it is used in the present description and claims, refers to a sequence that is 

j 

"at least 80% identical to the respective sequence." Therefore, Applicants submit that it is quite 

1 ] 
clear what is meant by the term "homologous" and this basis for the Seotion 112, second . 

paragraph rej ection should be withdrawn, j 
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Finally, the Examiner stated that cla^m 26 is vague and indefinite 



because it is unclear exactly what is|being claimed. If Applicants intend to claim 
fragments of a polypeptide, then the exact fragment should be identified, i.e., |an 
isolated polypeptide consisting of amino aoids 1 to 40 of SEQ ID NO: 1. The 
claims is [sic] also vague and cionfusing because the preamble recites 'a peptide 
having 40 to 200 amino acid residues 1 while parts (a)-(e) only recite the longeist 
peptide as 104 amino acid residues in length. This is extremely vague and 
coniusmg. What are the other 96 amino acid residues? Additionally, the 
recitation of begiiming with any one of positions 1 to 5 and ending with any one 
of 40 to 1 04 does not limit the jclaim because open language is used. The peptide 
could encompass 1-600 amino ;acid residues and still anticipate the claim. Official 
Action at 4. j j i 

As discussed above, Applicants have amended claim 26 to refer to an isolated 
peptide consisting of 40 to 200 amino acid residues, wherein the sequence of that 40-200 residue 

i i 

peptide comprises an amino acid sequence haying 40 or more amino acids that are identical or 

I i 1 

homologous to an amino acid sequence selected fr6m the sequences identified in subparagraphs 

i • i 
(a)-(e) of claim 26. Therefore, claim 26 is directed to an isolated peptide of 40-200 residues : 

i 

comprising a sequence identical or homologous to at least a portion of SEQ ID NOs 1-5. ' 

i 

Further, the Examiner appears jto require clarification of subparagraphs (a)-(e| in 
claim 26. This section of the claim identifies ithat portion of the sequence set forth in SEQ ID 

i 1 
i 

i * 

NOs 1-5 which are included in sequence of the claimed peptide. For example, the claimed j 

i : 

peptide may comprise a sequence selected from SEQ ID NO 1, wherein the first residue of tlpat 
sequence corresponds to residue 1 of SEQ ID NO 1 and the last residue of that sequence ' 

: | j 

corresponds to residue 104 of SEQ ID NO 1. ; Similarly, the claimed peptide may also comprise a 

i i * 

sequence selected from SEQ ID NO 2, wherein the first residue of that sequence corresponds to 
residue 5 of SEQ ID NO 2 and the last residue of that sequence corresponds to residue 40 ofjSEQ 
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i 

i 

i 
i 

ID NO 2. Therefore, the claimed peptide consists of 40-200 residues, a portion of which j 
comprises a sequence identical or homologous to the sequenoes identified in subparagraphs (a)- 

(e). Therefore, Applicants submit that the claims as amended sufficiently define the claimed; 

t 

invention and in view of the specification, the skilled artisan will readily appreciate the metes 

and bounds of the instant claims. ' 

i 

In view of the foregoing remarks and amendments, reconsideration and ! 

i 

withdrawal of the Section 1 12, second paragraph rejection are respectfully requested. i 



Rejection Under 35 U.S.C S 112. First Paragraph i 

i 

Claims 26-41 were rejected under 35 U.S.C. § 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable the skilled 

artisan to make and/or use the claimed invention. In particular, the Examiner made the follotwing 

i 

observations: j 

The specification states that substitutions, additions, or deletions maybe madie to 
the defined sequences; however, the specification provides no guidance as to Iwhat 
nucleotides may be changed without causing a detrimental effect to the 
protein/peptide to be produced. The specification provides insufficient guidance 
as to what level of homology and characteristics define homologous. Further^ it is 
unclear how the amino acid sequence can vary without upsetting the function of 
the polypeptide- Official Action at 5. \ 

i 

Applicants respectfully disagree. First, as discussed above, the specification j 

•i 
i 

provides a definition of homology that clearly defines the metes and bounds of the instant ' 
specification. That definition is provided below; I 

i 
I 
I 

! 
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[t]he term 'homologous 1 , as it is used in the present description and claims, refers 

to a sequence that is at least 80% jidentical to the respective sequence Similar 

amino acid sequences are aligned to obtain the maximum degree of homology. . . - 
Analogs of the peptide of |the present invention accordingly are also within 
the scope of the present inventioi An 'analog* peptide is an alternate form of] a 
peptide that is characterized as having a substitution, deletion or addition of one 
or more amino acids that does not alter the biological function of the polypeptide. 
The biological function of the peptide of the present invention is eliciting a In- 
dependent immune response when used as [a] carrier together with an antigen. 
Specification at 5, lines 1-21. 1 j 

! ■ ! 

Therefore, in view of the foregoing description in the subject specification, it jwill 
be clear to the skilled artisan that the claimed peptide should encompass a sequence that is ,\ 

identical or homologous to at least a portion of one or more of the sequences of SEQ ID NOs 1-5 

j 

and that the biological activity of the peptide should be maintained. It is well within the skill of 

i 

the ordinary artisan to identify those modificaticlns that will likely result in altered biological 

activity. For example, one would reasonably expect that the substitution of a glycine residue for 

i 'i 
an alanine residue (or vice versa) would not significantly affect the biological activity of a ( 

t 

protein. Therefore, like substitutions or modifications are encompassed within the scope ofjthe 

j ! 
present invention. Further, as shown in the prior art references discussed below, the claimed 

i I 
i 

peptide consists of sequences of known and well-characterized proteins, and the skilled aitisjan 

j | 
will readily appreciate what modifications would be tolerated. j 

i -I 

Thus, Applicants submit that the! instant claims are plainly enabled. { 

j j 

Reconsideration and withdrawal of the Section 112, first paragraph rejection is therefore ; 



i 



requested. ! ] 

i 



i 

i 'I 



j i 
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i 
i 

Rejections Under 35 U.S.C S 102(b) | 

Claims 26-41 were rejected under 35 U.S.C. § 102(b) as anticipated by Lomholt et 

i 
i 

al., Pohlner et al., and Meyer et al. In particular, the Examiner noted that each of these references 

! 

disclose the sequence of proteins that include fragments which are similar to SEQ ID NOs 1-jS- 

i 

Applicants respectfully traverse these rejections, addressed collectively below. j 

i 

The instant claims relate to isolated peptides consisting of 40-200 amino acidk, of 

i 

which a portion corresponds to a sequence of an IgAl protease from Neisseria or a homologbus 
sequence (SEQ ID NOs 1-5). In contrast, the prior art of record discloses the full sequence qf 
IgAl protease from Neisseria, rather than the specific fragments of those sequences identified in 
the claims, and the prior art provides no guidance that would direct the skilled artisan to selejct 
the fragments corresponding to SEQ ID NOs 1-5 for inclusion in the peptides of the invention. 

i 

It is submitted that the cited prior art do not anticipate the claimed invention .j 

•i 

because the cited references do not direct the skilled artisan to select the instantly claimed j 
fragment from the full sequence depicted in the references. An anticipatory reference must | 
"clearly and unequivocally disclose the claimed compound or direct those skilled in the art to the 

i 
i 

compound without any need for picking, choosing, and combining various disclosures." In re 

Arkley, 455 F.2d 586, 587 (CCPA 1972). Therefore, absent a showing that clearly and j 

i 

unequivocally directs the skilled artisan to select the instantly claimed peptides from the full 

i 

length sequences disclosed in the prior art, the cited references cannot be the basis for an j 

i 

anticipation rejection. ! 
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Thus, reconsideration and withdrawal of the anticipation rejections are 
respectfully requested. 



@012 



Conclusion j ! 

! ! 
I t 

In view of the foregoing amendments and remarks, Applicants submit that the claims are 

! '! 
in condition for allowance and such action is earnestly solicited. j 



Dated: November 19, 2001 
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IN THE SPECIFICATION : j 

At page 1, beneath the title of the application, please add the following paragraph: 

- Cross-Reference to Related Application^) \ 

i 

This application is a 371 of Application No. PCT/EP98/00294, filed January ?0, 

! 

1998, which claims priority under 35 U.S.C.:§ H9(a)-(d) to Application No. EP 97100883.4, 

filed January 21, 1997.- ! 

i 
i 
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IN THE CLAIMS: ! j 

i ' 

i i 

I • ! 

26 [A] An isolated peptide [having] consisting of 40 to 200 amino acid residues, 
wherein the peptide comprises an amino acid sequence having 40 or more amino acids that are 
identical or homologous to an amino acid sequence selected from the group consisting of amino 

l ' • 

t • ■ , 

acid sequences: \ w \ 

\ I 
i 

a. of SEQ ID NO 1 , beginning with the amino acid residue in any one oif 
positions 1 to 5 and ending with' the amino acid residue in any one of 

i I 

positions 40 to 104; i ! 

\ /■ 

b. of SEQ ID NO 2, beginning with the amino acid residue in any one of 

i 

positions 1 to 5 and ending with the amino acid residue in any one of! 

i . . ; 

positions 40 to 104; ! ! 

| \j 

c. of SEQ ID NO 3, beginning with the amino acid residue in any one of 

• i 1 

positions 1 to 5 and ending with the amino acid residue in any one of ! 



positions 40 to 104; 



of SEQ ID NO 4, beginning with the amino acid residue in any one of 
positions 1 to 5 and ending withlthe amino acid residue in any one of ' 

1 i 
positions 40 to 104; and J 
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I 



e. 



of SEQ ID NO 5, beginning witti the amino acid residue in any one of 

1 ! 
positions 1 to 5 and ending with the amino acid residue in any one of 

positions 40 to 104. • . j I 



Dated: November 19, 2001 



DARBY & DARBY P.C. 

805 Third Avenue 

New York, New York 10022 

212-527-7700 



Respectfully submitted, 




Pamela C. Ancona, PhD. 
Reg. No. 41,494 
Agent for Applicants) 



:0DMA\WORLDOX\M:\7l0l\OEB16VPCA0372.WP0 



I 

Serial No. 09/142,970 Docket No. 7101/0^616 



NOU 19 '01 14:36 



PAGE. 15 



